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DETAILED ACTION 
Election/Restrictions 
Applicant's election without traverse of Group III (claims 61-69) in the reply filed 
on 1/11/2006 is acknowledged. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 61 , 63, and 66 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Taylor (3,952,742). Taylor discloses an access device for targeted delivery of 
therapeutic or diagnostic agents, the device comprising an elongated cannula (12) 
having a wall, proximal and distal ends, and a lumen configured to contain a sharp- 
tipped trocar (14) for penetrating a wall (HW) of a desired body organ (heart) having a 
hollow space therein, first and second balloons (24,22) spaced axially along the cannula 
at positions such that, when the cannula is inserted through the wall of the organ and 
the balloons are inflated, the first balloon engages an inner face of the organ and the 
second balloon engages an outer face of the organ, holding the distal end of the 
cannula in position within the hollow space inside the organ and substantially sealing 
against leaks, further comprising inflation ports (30,32) positioned at or near the 
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proximal end of the cannula for inflating the first and second balloons, and wherein the 
cannula consists of bio-compatible material. 

Claims 61, 63, and 66 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Landymore et al. (4,836,204). Landymore discloses an access device for targeted 
delivery of therapeutic or diagnostic agents, the device comprising an elongated 
cannula (12) having a wall, proximal and distal ends, and a lumen configured to contain 
a sharp-tipped trocar for penetrating a wall (S) of a desired body organ (heart) having a 
hollow space therein, first and second balloons (26,24) spaced axially along the cannula 
at positions such that, when the cannula is inserted through the wall of the organ and 
the balloons are inflated, the first balloon engages an inner face of the organ and the 
second balloon engages an outer face of the organ, holding the distal end of the 
cannula in position within the hollow space inside the organ and substantially sealing 
against leaks, further comprising inflation ports (not numbered) positioned at or near the 
proximal end of the cannula for inflating the first and second balloons, and wherein the 
cannula consists of bio-compatible material. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 62 and 64-65 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Taylor (3,952,742) or Landymore et al. (4,836,204) in view of Parks et al. 
(5,250,040). Taylor and Landymore disclose most of the limitations as recited in claim 
61 , but fail to disclose a drainage line and inlet on the distal end of the cannula and an 
occluder comprising a cannula cap. Parks discloses a drainage line and inlet (36) on 
the distal end of the cannula, which allows drainage of a hollow body organ that is being 
penetrated. Parks also discloses a cap (40) to occlude the lumen of the cannula when 
not in use to reduce the risk of infection. Therefore, it would have been obvious to one 
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of ordinary skill in the art at the time of the invention to modify the cannula of Taylor and 
Landymore with the modifications as disclosed by Parks to make an access device that 
could drain unwanted fluid from an organ and reduce the risk of internal infection. 

Claims 67-69 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Taylor (3,952,742) or Landymore et al. (4,836,204) in view of Pierpont (5,484,412). 
Taylor and Landymore disclose most of the limitations as recited in claim 61, but fail to 
disclose an access device further comprising a flexible balloon catheter capable of 
being inserted through the cannula to occlude a duct communicating with the body 
organ. Pierpont discloses an access cannula with two balloons (36,38) and a flexible 
balloon catheter that is capable of occluding a duct that is distal to the end of the 
cannula. Therefore, it would have been obvious to one of ordinary skill in the art at the 
time of the invention to modify the access devices of Taylor and Landymore with the 
modifications as disclosed by Pierpont to make an access device that could, during an 
operation, isolate an organ to reduce the risks of injury to the organ and surrounding 
tissue. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Theodore J. Stigell whose telephone number is 571- 
272-8759. The examiner can normally be reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




